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§32.23

§32.23 Same: Safety criteria.

An applicant for a license under
§32.22 shall demonstrate that the prod-
uct is designed and will be manufac-
tured so that:

(@) In normal use and disposal of a
single exempt unit, it is unlikely that
the external radiation dose in any one
year, or the dose commitment result-
ing from the intake of radioactive ma-
terial in any one year, to a suitable
sample of the group of individuals ex-
pected to be most highly exposed to ra-
diation or radioactive material from
the product will exceed the dose to the
appropriate organ as specified in Col-
umn | of the table in §32.24 of this part.

(b) In normal handling and storage of
the quantities of exempt units likely to
accumulate in one location during
marketing, distribution, installation,
and servicing of the product, it is un-
likely that the external radiation dose
in any one year, or the dose commit-
ment resulting from the intake of ra-
dioactive material in any one year, to
a suitable sample of the group of indi-
viduals expected to be most highly ex-
posed to radiation or radioactive mate-
rial from the product will exceed the
dose to the appropriate organ as speci-
fied in Column Il of the table in §32.24.

(c) It is unlikely that there will be a
significant reduction in the effective-
ness of the containment, shielding, or
other safety features of the product
from wear and abuse likely to occur in
normal handling and use of the product
during its useful life.

(d)tIn use and disposal of a single ex-
empt unit, or in handling and storage
of the quantities of exempt units likely
to accumulate in one location during
marketing, distribution, installation,
and servicing of the product, the prob-
ability is low that the containment,

11t is the intent of this paragraph that as
the magnitude of the potential dose in-
creases above that permitted under normal
conditions, the probability that any indi-
vidual will receive such a dose must de-
crease. The probabilities have been expressed
in general terms to emphasize the approxi-
mate nature of the estimates which are to be
made. The following values may be used as
guides in estimating compliance with the
criteria:

Low—not more than one such failure per
year for each 10,000 exempt units distributed.

10 CFR Ch. | (1-1-99 Edition)

shielding, or other safety features of
the product would fail under such cir-
cumstances that a person would re-
ceive an external radiation dose or dose
commitment in excess of the dose to
the appropriate organ as specified in
Column 111 of the table in §32.24, and
the probability is negligible that a per-
son would receive an external radiation
dose or dose commitment in excess of
the dose to the appropriate organ as
specified in Column IV of the table in
§32.24.

Negligible—not more than one such
failure per year for each 1 million ex-
empt units distributed.

[34 FR 9027, June 6, 1969]

§32.24 Same: Table of organ doses.

Col- Col-
Col- Col-

Part of body umn | | umn I umn UR}"
(rem) | (rem)

(rem) | (rem)

Whole body; head and
trunk: active blood-form-
ing organs; gonads: or
lens of eye ... 0.001 0.01 0.5 15

Hands and forearms; feet
and ankles; localized
areas of skin averaged
over areas no larger
than 1 square centimeter | 0.015 0.15 75 200

Other organs ........cccccceeuee. 0.003 0.03 15 50

[34 FR 9329, June 13, 1969]

§32.25 Conditions of licenses issued
under §32.22: Quality control, label-
ing, and reports of transfer.

Each person licensed under §32.22
shall:

(a) Carry out adequate control proce-
dures in the manufacture of the prod-
uct to assure that each production lot
meets the quality control standards ap-
proved by the Commission;

(b) Label or mark each unit so that
the manufacturer, processor, producer,
or initial transferor of the product and
the byproduct material in the product
can be identified; and

(c) Maintain records and file reports
with the Director of Nuclear Material
Safety and Safeguards, U.S. Nuclear
Regulatory Commission, Washington,
DC 20555, with copies to the appro-
priate NRC Regional Office listed in
appendix D of part 20 of this chapter.

(1) The report must include the fol-
lowing information on products trans-
ferred to other persons for use under
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